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REMARKS 

Claims 1, 6 - 9 aod 13 - 15 are pending in this ^plication. 
Claims 1-15 have been rejected. 

Amendments to tfie Claims 

Claims 2-5 and 10 - 12 havebeCT canceled. 

Independent claims 1 and 9 have been amended. 

Ihdepradent claim 1 has been amended to incorporate die subject matt^ roughly 
equal to prior claim 2 (hemispherical shape) and prior claim 4 (hemispherical shape 
approximately equal to fiist predetennined diameter> and a combination of claims 6 and 7 
(first predetemiined diameter not greater tiian second predetennined diameter). Support 
for tbls amendment can be found generally in the specification and additionally in the 
claims in claims 2, 4, 6 and 7. No new matter has been added. 

bidep^ident claim 9 has been amended to incorporate the subject of rou^y equal 
to prior claim 10 (hemispherical sh^e) and prior claim 11 (hemispherical shape 
approximately equal to first predetermined diameter) and a combination of claims 13 and 
14 (first predetennined diameter not greater than second predetermined diameter). 
Support for ^s ametidment can be found generally in the specification and additionally 
in the claims in claims 10, 1 1, 13 and 14. No new matter has been added. 

Entry of these amendments to the claims is earnestly solicited in accordance with 
the procedures of 37 CFR § 1.116 presenting rejected claims in better form for appeal. 

Rejections Under 35 use § 102(e) 

Claims 1 — 15 have been rejected under 35 USC § 102(e) as being anticipated by 
U.S^ Patent No. 6,761,718, Madsen C*Madsen •718*'). These rejections, over the claims 
as amended, are respectfully traversed. 
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Madsen '718 

Madsen *718 discloses a bipolar coagulator which can be passed through the 
internal lumen of a ventricular catheter previously implanted into a cranial ventricle of a 
liviog subject and engaged in-situ. The bipolar coagulator vn\X provide bipolar electrical 
arc currents for coagulation cauterization of adherent brain tissues, such as the choroids 
plexus, which occludes fluid flow into the intake drainage holes in the implanted 
ventricular catheter. 

The bipolar coagulator has a proximal end adapted to be inserted through the 
lumen of an already inserted ventricular cadieter. The bipolar coagulator has two 
electrodes intended to coagulate adherent brain tissues, such as the choroids plexus, 
which otiierwise would occlude ports in the sidewall of the catheter. Thu8» the sole 
intended purpose of the bipolar coagulator is to clear ports in an already-inserted in-vivo 
ventricular catheter. 

App5.r^tiifi f^aimfi n anil - 

Apparatus claims 1 and 6 - 8 all require an "a pparatus for maldne a hole ... in a 
dura of a patient for the insertion of a catheter .*' In contrast, Madsen 'TIS discloses a 
bipolar coagulator for coagulating brain tissue, not for making a hole in die dura, in a 
catheter abeady inserted in-vivo, not for the insertion of a catheter. Not only does 
Madsen *718 not disclose an apparatus for making a hole in the dura, the apparatus 
disclosed in Madsen *718 is not suitable for making a hole in the dura. The electnxles of 
the bipolar coagulator disclosed in Madsen '718 are located along the side of the 
proximal portion of the elongated body in order to match with the ports located on the 
sides of the cath^r. So positioned, the electrodes could not effectively make a hole in 
the dura. Thus, the bipolar coagulator disclosed in Madsen *718 fails to anticipate 
qyparatus claims 1 and 6 - 8 for this reason alone. 

In addition, claim 1 has been amraded to explicitly require a stylet with a tip 
having a hemispherical shape and requiring specific structural relationships between the 
elements, namely that the diflmeter of the h^migphftrical shape of the tin of the atvlet 
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being approximately equal the first predetermmed diam ^tiy (hole in the dura) and that the 
first Predeterniinei! dmmeteT is nnt f^rgater thm the aernnri i^redetflrmmed diameter 
(diameter of the catheter)* 

These specific structural relationships are not shown nor suggested in the 
disclosure of Madsen '718. Nor does Madsen *718 achieve the significant advantages 
associated with these structural elements, namely the control of leakage of CSF around a 
catheter placed through the dura in order to accomplish shunting into the ventricles, 
and/or into the sagittal sinus. Controlling leakage of CSF can improve shunt peirfonnance 
by controlling or eliminating the potential for the serious side efiTects. 

Not only are qiparatUB claims 1 and 6-8 not anticipated, there is no disclosure in 
Madsen *718 to teach or suggest ttte claimed structure. Thus, Madsen et al also fails to 
render apparatus claims 1 and 6-8 unpatratable for obviousness. 

Thus, s^aratus claims. 1 and 6 - 8 are believed patentable ov^ Madsen '718, die 
rejectiona of claims 1 and 6 - 8 are lespectflilly believed to erroneous, at least over the 
claims as amended, and should be withdrawn. 

Mefrhnd riainnfi 9 and 13 - IS 

Method claims 9 and 13 - 15 require a method "for making a hole in a dura of 
a patient ... for the insertion of a catheter/* In contrast, Madsm '718 discloses a bipolar 
coagulator for coagulating brain tissue, not for making a hole in tfie dura, in a catheter 
already inserted in-vivo, not for the insertion of a catheter. Not only does Madsen *718 
not disclose an apparatus for making a hole in the dura, the apparatus disclosed in 
Madsen *718 is not suitable for making a hole in the dura. The electrodes of the bipolar 
coagulator disclosed in Madsen *718 are located along the side of the proximal portion of 
the elongated body in order to match with the ports located on the sides of the catheter. 
So positioned, title electrodes could not effectively make a hole ux ihe dura. Thus, the 
bipolar coagulator disclosed in Madsen *718 fails to anticipate method claims 9 - 15 for 
this reason alone. 
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III addition, method claim 9 also requires inserting a stylet having a tip having a 
hemiflpTier ical shaoe and req[iiiiing specific stmctural relationships betwen the elements, 
namely that the diameter of the hmiispherical shape of the tip of the st^det being 
aonroximatelv eanal the first predetermined diameter Qiole in the dura) and that the first 
predetermined diameter is not greater than the second predetermined diameter (diameter 
of the catheter). 

These specific method steps are not shown nor suggested in the disclosure of 
Madsen '718. Nor does Madsen '718 achieve the significant advantages associated with 
these structural elements, namely the control of leakage of CSF around a catheter placed 
through the dura in order to accomplish shunting into the ventricles and/or into the 
sagittal sinus. Controlling leakage of CSF can improve shunt perfomiance by controlling 
or eliminating the potential for the serious side effects. 

Not only are method claims 9 and IS - 15 not anticipated, there is no disclosure in 
Madsen *718 to teach or suggest such specific method steps. Thus, Madsen et al also 
fails to rmder method claims 9 and 13 - 15 unpatentable for obviousness. 

Thus, method claims 9 and 13 - IS are believed patentable over Madsen *718, the 
rejections of claims 9 and 13 - IS are respectfully believed to eironeoiis and should be 
withdrawn. 

Advisory Action 

With the submission of this amendment within the two (2) mondiks following the 
mailing date of ibe 0£5ce Action made FINAL, it is respectfully requested that an 
advisory action be issued. 
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Sammaiy 

In view of the amendments made and the arguments presented, claims 1,6-9 
and 13 - 15 should be allowable. Ibis s^lication should be in condition for allowance 
and a notice to that is earnestly solicited 



EPLM Group, P. A. 
Broadway Place West, Suite 6600 
1300 Godward Street NE 
Minneapolis, Minnesota 55413-1741 
Telephone: 612-331-7405 
Facsimile: 612-331-7401 



Respectfully Submitted, 



ARIMGSKOWrrZ 



June 28, 2005 




William D. Bauer 
Registration No. 28,052 
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